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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.SC 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Benhalima et al. (US Patent 6,142,941). 

3. Regarding Claim 1 , Benhalima discloses a disposable sheath (see covering of 
cable 14); a conductor integrated in the sheath (see wire inside cable 14); and a 
transthoracic pad (see external self-adhesive electrode 1 3) connected to the sheath 
(see Figure 4) and that includes providing the cardiac stimulation to the patient in 
combination with the conductor (see col. 4, lines 15-20) by providing two conductive 
paths, wherein the transthoracic pad acts as a cathode in a first conductive path that 
travels from the conductor to the transthoracic pad via a chest wall of a patient and as 
an anode in a second conductive path that travels from the transthoracic pad to the 
conductor via the chest wall. The examiner considers that cable 14 is covered with 
some type of insulative material because a cable is defined as "a bound or sheathed 
group of mutually insulated conductors" (The American Heritage® Dictionary of the 
English Language, Fourth EditionCopyright © 2000). Furthermore, the examiner 
considers that anything is inherently disposable. Finally, the examiner considers that the 
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transthoracic pad is capable of providing stimulation via either conductive path 
depending on the needs of the system [emphasis added]. 

4. Regarding Claim 2, Benhalima further discloses an electrically conductive, 
insulated cable (cable 14) embedded in the sheath (see covering of cable 14) and 
extending from the conductor to a proximal end of the sheath to the transthoracic pad 
(electrode 13), and a connector receiving the cable and connecting the sheath and the 
transthoracic pad to a defibrillator (see col. 4, lines 19-21) for the cardiac stimulation. 
The examiner considers that cable 14 is an insulated cable because it is embedded in 
the sheath and that it is electrically conductive because of the wire that runs thorough 
this sheath. Furthermore, the cable inherently extends from the conductor (wire inside 
cable 14) to the proximal end of the sheath before it connects to the transthoracic pad 
because the cable comprises the conductor and the proximal end of the sheath. Finally, 
in Figure 4, it is visible, although unlabelled, that there exists some structure (connector) 
for connecting cable 4, and consequently the transthoracic pad, to the defibrillator. 

5. Regarding Claim 3, Benhalima discloses that the conductor is located at or near 
a distal end of the sheath (see col. 4, lines 15-21 ). The examiner considers that since 
the conductor runs along the entire length of the sheath, it necessarily is located at the 
distal end of the sheath as well. 

6. Regarding Claim 4, the examiner considers that the sheath naturally comprises a 
flexible membrane material because most cable coverings are able to bend and move 
easily (see Figure 4). Additionally, the fact that the cable covering covers the wires 
inside make the cable covering a membrane material, inherently. 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.SC 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 5, 7-9, 1 1 , and 15-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Benhalima et al. (US Patent 6,142,941). 

9. Regarding Claims 5 and 15, Benhalima discloses a probe insertable through a 
mouth into an esophagus of a patient (see endoscope 1), wherein the probe is covered 
by a sheath (see covering of cable 9), and wherein the sheath comprises an insulation 
type coating comprising suitable dielectric strength inside a cavity of the sheath to 
protect the probe from damage by energy applied during the cardiac stimulation. 
Although the sheath of cable 9 is separate from the sheath of cable 14, it would have 
been obvious to one having ordinary skill in the art at the time of the invention to put the 
components of cable 9 and the components of cable 14 in the same sheath, since it has 
been held that constructing a formerly integral structure in various elements involves 
only routine skill in the art {Nerwin v. Erlichman, 168 USPQ 177, 179). Finally, the 
purpose of insulation is to separate the conductor (cables 9 and 14) from conducting 
bodies (probe 1 and electrode 13) by means of nonconductors (the sheaths) so as to 
prevent transfer of electricity, heat, or sound (Merriam-Webster's Medical Dictionary, © 
2002 Merriam-Webster, Inc). Thus, the insulative sheaths of cables 9 and 14 inherently 
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have a suitable dielectric strength to protect the probe from damage during stimulation; 
otherwise, the insulative sheaths would not be insulative. 

10. Regarding Claim 7, see rejections of similarly worded Claims 1 and 5 above. As 
to a disposable sheath slidably covering the probe, the examiner considers that the 
insulative covering of cable 9 is capable of being slid since the insulative covering is 
simply a membrane and is not fused, or fixedly attached, to the conductive wires inside 
of cable 9). 

1 1 . Regarding Claim 8, see rejection of similarly worded Claim 2 above. 

12. Regarding Claim 9, see rejection of similarly worded Claim 3 above. 

13. Regarding Claim 1 1 , see rejection of similarly worded Claim 4 above. 

14. Regarding Claim 16, Benhalima discloses that the transthoracic pad is positioned 
over the thorax of the patient (see col. 4, lines 15-17). The examiner considers that the 
sternum is part of the thorax and thus, electrode 13 is positioned over the thorax. 

15. Claims 6, 12-14, 17-18, and 20-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Benhalima et al. (US Patent 6,142,941) in view of Pless et al. (US 
Patent 4,640,298). 

16. Regarding Claims 6 and 17, Benahlima does not disclose an inflatable balloon. 
However, Pless discloses a similar esophageal probe that has an insulating sheath (see 
sheath 3; col. 5, line 43) further comprising an inflatable balloon (see either balloon 4Y 
or 4Z) positioned behind the conductor (see electrode material 5 in Figure 2) closing a 
gap between the esophagus and the sheath and pushing the conductor against a wall of 
the esophagus (see col. 4, lines 59-63). It would have been obvious to one of ordinary 
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skill in the art at the time of the invention to incorporate Pless's inflatable balloon 
configuration in order to achieve the desired close contact between electrodes and the 
heart, thereby reducing current intensity and potential differences as taught by Pless 
(see col. 3, lines 12-16). 

17. Regarding Claims 12-14 and 21-23, Benhalima does not elaborate upon which 
chambers of the heart are to be defibrillated or paced. Pless, however, discloses 
stimulation zones that include the atria and the ventricles (see col. 7, line 53-col. 8, line 
12). It would have been obvious to one of ordinary skill in the art at the time of the 
invention to provide an esophageal probe that stimulates any of a plurality of sites within 
any of the chambers of the heart because Pless teaches that it provides the greatest 
flexibility in the application of the probe (see col. 7, lines 55-57). 

18. Regarding Claim 18, see rejections of similarly worded Claims 1 , 3, and 6 above. 
Furthermore, the examiner considers that one conductive path would have to be 
selected initially for use because both conductive paths could not be selected for use at 
the same time. There would be no transmission of signals to the conductor if the 
transthoracic pad were both an anode and a cathode. Since, the transfer of pulses from 
the defibrillator to the transthoracic pad is critical to Benhalima's invention, it is 
necessary that the transthoracic pad be only a cathode or only an anode at a given 
time. 

1 9. Regarding Claim 20, see rejection of similarly worded Claim 4 above. 

20. Regarding Claim 24, see rejection of similarly worded Claims 5, 7, and 18 above. 

21 . Regarding Claim 25, see rejection of similarly worded Claim 5 above. 
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22. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Benhalima et al. (US Patent 6,142,941) in view of Crowley (US Patent 5,588,432). 

23. Regarding Claim 10, Benhalima discloses an ultrasonic transducer at the end of 
the probe for performing the trans-esophageal echocardiography (see col. 2, lines 19- 
22). However, Benhalima does not disclose that the conductor is acoustically 
transparent. Crowley teaches catheter construction using acoustically transparent 
conductors for the purpose of enabling sensing and stimulation of tissue while not 
obstructing the monitoring of the tissues acoustically. Thus, it would have been obvious 
to one of ordinary skill in the art at the time of the invention to have used acoustically 
transparent conductors in the modified Benhalima system in order to avoid 
compromised acoustically monitoring results that fail to disclose the impact of the 
acoustical testing on all the tissue in the test site (see col. 14, lines 31-36). 

24. Claim 1 9 is rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Benhalima et al. (US Patent 6,142,941 ) in view of Pless et al. (US Patent 4,640,298), 
and further in view of Crowley (US Patent 5,588,432). 

25. Regarding Claim 19, see rejection of similarly worded Claim 10 above. 



Conclusion 

26. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natasha N. Patel whose telephone number is 571-272- 
5818. The examiner can normally be reached on M-F 8:30-5:00. 
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27. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on 571-272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

28. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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